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DETAILED ACTION 

1 . The amendment filed on June 2, 2006 has been received and considered. By this 
amendment claims 1-29 are now pending in the application. 

Drawings 

2. In view of Applicant's submission of corrected drawing sheets, the Examiner 
withdraws the objection which was made against the drawings in the previous Office 
Action. 

Double Patenting 

3. The provisional rejection of claims (1, 7. 13, 16, and 19), (3, 9, and 13), (4, 10, 
and 13), (5 and 11), and (6, 12, 18, and 21) on the ground of obviousness-type double 
patenting as being unpatentable over claims (6, 13, and 14), 7, 8, 9, and 10, 
respectively, of copending Application No. 10/10/465,158 will be held in abeyance until 
such time as claims in the present or other applications are othenA/ise allowable. 

Response to Arguments 

4. Applicants arguments, see page 15, lines 4-12, filed June 2, 2006, with respect 
to the rejection(s) of claim(s) 1, 2, 4, 5, 7, 8, 10, 11, 16-20. 23, 25, and 28 under 35 
U.S.C. 102(b) in view of Levine have been fully considered and are persuasive in part. 
Therefore, the rejection has been withdrawn. However, upon further consideration, a 
new ground(s) of rejection is made in view of Scheiner. 

5. Applicant's arguments filed June 2, 2006 have been fully considered but they are 
not persuasive. 
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6. Regarding the rejection of clainfis 1. 2, 4, 6-8, 10, 12, 16, and 19-24, under 35 
U.S.C. 102(b) as being anticipated by Scheiner, the Applicant argues that Scheiner fails 
to disclose a lead that includes a connector contact. Further, Applicant argues that 
yoke 241 of Scheiner is not capable of acting as an auxiliary connector port. The 
Examiner respectfully disagrees with this assertion. Scheiner discloses in Figures 6-10 
a cross section of lead body 242 attached to the leads 250 via yoke 241. As can be 
seen in the figures, conductor 246 extends from the leads 250 to the lead body 242 via 
a connection at yoke 241. Therefore, yoke 241 acts as an auxiliary port to connect the 
leads 250 to the lead body 242. Further, the conductors 246 act as connector contacts 
in the yoke in order to electrically couple the leads to the lead body 242. 

7. Regarding the rejection of claims 1-4, 7-10, 16, 19, 20, and 23, under 35 U.S.C. 
102(b) as being anticipated by Smyth, the Applicant argues that Smyth fails to disclose 
a lead that includes a connector contact. Further, Applicant argues that junction 30 is 
not capable of acting as an auxiliary connector port. The Examiner respectfully 
disagrees with this assertion. Coil 72 acts as a connector contact at junction 30 to 
mechanically couple leads 12 and 14 to the body of the lead 10. Therefore, junction 30 
must inherently act as an auxiliary connector port to connect leads 12 and 14 to the lead 
10, and therefore connect to the medical device. 

Double Patenting 

8. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
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and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

9. Claims (1, 7, 13, 16, and 19), (3, 9, and 13), (4, 10, and 13), (5 and 11), and (6, 
12, 18, and 21) are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims (6, 13, and 14), 7, 8, 9, and 

10, respectively, of copending Application No. 10/465,158. Although the conflicting 
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claims are not identical, they are not patentably distinct from each other because the 
auxiliary port in the present application acts as an adaptor, as described in the 
copending application. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

11. Claims 1, 2, 4, 6-8, 10, 12, 16, and 19-24 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Scheiner et al. (U.S. Patent No. 6,212,434), herein Scheiner. 
Regarding claims 1, 7, 16, 19, 20, and 23, Scheiner discloses a single-pass lead system 
which includes a first lead 254 including a first electrode 260 and a second electrode 
262 (see Figure 4). It is inherent that the device of Scheiner includes first and second 
insulated conductors for connecting the first and second electrodes, 260 and 262, of the 
first lead to the implantable medical device 440. Further, the Examiner takes the 
position that yoke 241 is capable of acting as an auxiliary connector port which includes 
first, second, and third, conductor elements for connecting to the electrodes of the first 
lead. The system of Scheiner further includes a second lead 250 Including an electrode 
258 for high-voltage therapy. It is inherent that the second lead includes an insulated 
conductor for connecting the electrode 258 with the implantable medical device 440. As 
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shown in Figure 4, the auxiliary port 241 engages the second lead and thereby couples 
the connector element of the second lead to the connector element of the first lead. 
Further, as shown in Figure 15a. the connector port of the IMD 440 is adapted to 
engage the connector terminal of the first lead. 

12. Regarding claim 2 and 8. the system of Scheiner is inherently capable of 
applying high-voltage therapy. 

13. Regarding claim 4 and 10, it is inherent within the system of Scheiner that the 
second conductor of the first lead couples the second electrode to the second connector 
element of the first lead. 

14. Regarding claims 6, 12. 21, 22. and 24. Scheiner discloses in Figure 15A that the 
lead may include up to four electrodes, electrodes 453, 454, 461, and 462. Therefore, 
Scheiner discloses third and fourth electrodes which would inherently require fourth and 
fifth insulated conductors to couple the electrodes to the connector. 

15. Claims 1-4, 7-10, 16, 19. 20, and 23 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Smyth et al. (U.S. Patent No. 4.393,883), herein Smyth. Regarding 
claims 1,7, 16, 19. 20, and 23, Smyth discloses a single pass lead which includes a first 
lead 12 including a first electrode 20, first insulated conductor 84 and second insulated 
conductor 72 (see Figures 1 and 2). Smyth further discloses that the system may 
employ bipolar electrodes (see col. 2. In. 51-53), therefore it is disclosed that the first 
lead may include a second electrode. The Examiner takes the position that junction 30 
acts as an auxiliary connector port which includes first, second, and third conductor 
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elements for connecting to the electrodes of the first lead. The invention of Smyth 
further includes a second lead 14 including electrode 16 for high-voltage therapy and 
insulated conductor 70 for connecting electrode 16 to the implantable medical device. 
As shown in Figure 2, the auxiliary port 30 engages the second lead and thereby 
couples the connector element of the second lead to the connector element of the first 
lead. Furthermore, in Figure 1, Smyth illustrates that connector pin 28 of the first lead 
couples the first and second connector elements of the first lead to the IMD. 

16. Regarding claims 2 and 8, the system of Smyth is inherently capable of applying 
high-voltage therapy. 

17. Regarding claims 3 and 9, it is inherent that when a second electrode is added 
on the first lead, as taught by Smyth (see col. 2, In. 51-53), the first lead would require a 
third insulated conductor to couple the second electrode to the connector terminal of the 
implantable medical device. Furthermore, the second electrode added on to the first 
lead is inherently capable of applying low-voltage therapy. 

18. Regarding claims 4 and 10, when a second electrode is coupled to the first lead, 
it is inherent that the second conductor of the first lead is capable of coupling the 
second electrode to the second connector element of the connector terminal of the first 
lead. 

Claim Rejections - 35 USC § 103 

19. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject nnatter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

20. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

21. Claims 1, 2, 4, 5, 7. 8, 10, 11, 16-20, 23, 25-29 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Levine, previously cited, in view of Scheiner. 
Regarding claims 1, 2, 7, 8, 16, 19, 20, and 23, Levine discloses a system which 
includes a first lead 134, including first and second electrodes (see col. 5, In. 60-67), 
auxiliary connector port 60 including first, second, and third connector elements (see 
Figure 9), a second lead 136, an insulated conductor, and a connector terminal. 
Furthermore, Levine discloses that the auxiliary port engages the connector terminal of 
the second lead and couples the second lead to the first lead, and further couples the 
first and second leads to the IMD (see Figure 9). However, Levine fails to disclose the 
use of an electrode adapted for high-voltage therapy included on the second lead 136, 
and directs the invention towards use with a pacemaker apparatus. Scheiner discloses 
a lead system that can be used with a pacemaker that includes a defibrillator coil (see 
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col. 15, In. 1-2). The defibrillator coil of Scheiner is utilized in order to reverse life- 
threatening arrhythmias (see col. 1, In. 41-47). Therefore, it would have been obvious 
to one having ordinary skill in the art at the time of the invention to utilize a defibrillator 
coil, as taught by Scheiner, in conjunction with the pacemaker lead system of Levine in 
order to reverse life threatening arrhythmias and return the heart to normal rhythm. 

22. Regarding claims 4 and 10, it is inherent that the second conductor of the first 
lead is capable of coupling the second electrode of the first lead to the second 
connector element of the connector terminal of the lead (see Figure 9). 

23. Regarding claims 5 and 11, Levine discloses that the first lead includes a switch 
adapted to reversibly disconnect the coupling of the second conductor to the second 
electrode of the first lead (see col. 20, In. 10-13). 

24. Regarding claim 17, Levine discloses in Figure 9 a third connector contact which 
electrically engages a second high-voltage electrode of the second lead and the first 
conductor couples the first connector element to the third connector element. 

25. Regarding claim 18, in order for the second low-voltage electrode of the second 
lead of Levine to be operable, the auxiliary port must inherently include a fourth 
connector contact adapted to couple the second low-voltage electrode. 

26. Regarding claims 25 and 28, in Figure 9 Levine discloses a second connector 
contact 92 which couples a second electrode of the other medical electrical lead, 
including a third insulated conductor 94 for coupling the first connector element 68 to 
the second connector contact. 
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27. Regarding claims 26, 27, and 29, Levine discloses the invention essentially as 
claimed but fails to disclose third and fourth electrodes with third and fourth connector 
elements. Scheiner discloses in Figure 15A that the lead may include up to four 
electrodes, electrodes 453, 454, 461, and 462. Therefore, Scheiner discloses third and 
fourth electrodes which would inherently require fourth and fifth insulated conductors to 
couple the electrodes to the connector. Third and fourth electrodes are implemented by 
Scheiner in addition to the firs and second electrodes on the first lead in order to provide 
for sensing and pacing in both the atria and ventricles and as part of a defibrillation 
therapy system (see col. 18, In. 1-27). Therefore, it would have been obvious to one 
having ordinary skill in the art at the time of the invention to implement third and fourth 
electrodes, and their corresponding conductors, in the first lead of Levine in order to 
provide for sensing and pacing in both the atria and ventricles and as part of a 
defibrillation therapy system. 

Allowable Subject Matter 

28. Claims 13 would be allowable if rewritten or amended to overcome the double 
patenting rejection set forth in this Office action. 

29. Claims 14 and 15 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Tammie Heller whose telephone number is 571-272- 
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1986. The examiner can normally be readied on IVIonday through Friday from 7am until 
3:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert E. Pezzuto can be reached on 571-272-6996. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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